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DETAILED ACTION 

1 . This Office is responsive to Applicant's amendment and response filed on 1 0-23- 
08 and 11-11-08. Claims 1,4-5, 7-9, and 12-16 are under examination. Claims 2-3, 6, 
10, and 17 have been cancelled. Claims 18-28 are withdrawn. Claims 29-30 are new. 
Claims 1,4-5, 7-9, 11-16, and 29-30 are presently under examination. 

Rejections Withdrawn 

2. In view of the Applicant's amendment and remark following objections are 
withdrawn. 

a) Rejection to claims 1-2, 6-10, and 12-17 under 35 U.S.C. 102(b) is withdrawn in 
light of in light of applicant's amendment. 

b) Rejection to claims 1-17 e rejected under 35 U.S.C. 103(a) is withdrawn in light 
of in light of applicant's amendment. 

New Rejection(s) and Objection(s) 
Claim Rejections - 35 USC § and 103 
The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed 
or described as set forth in section 102 of this title, if the differences between the 
subject matter sought to be patented and the prior art are such that the subject 
matter as a whole would have been obvious at the time the invention was made 
to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was 
made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
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under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 

3. Claims 1,4-5, 7-9, 11-16, and 29-30 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Costantino WO 2003/007985 Date January 30, 2003 in view of 
Porro et al US 20060165730 (US Filing Date May 7, 2003), and Michon et al WO 
2000/10599 Date March 2, 2000, and Michon et al WO 2000/10599 Date March 2, 
2000. 

Claims 1, 4-5, 7-9, 11-16, and 29-30 are drawn to an immunogenic conjugate 
comprising carrier protein, and a group Y meningococcal polysaccharide fragment 
obtained from and O-acetyl positive group Y meningococcal polysaccharide, wherein 
the group Y meningococcal polysaccharide fragment has a molecular weight less than 
about 150 kDa and has been O-deacetylated by at least 80%, wherein the carrier 
protein is covalently coupled to the group Y meningococcal polysaccharide fragment, is 
completely N-acetylated, wherein the immunogenic conjugate is suitable for use as a 
vaccine against N. meningitidis infection. 

Costantino teach vaccine and immunogenic compositions comprising capsular 
saccharides from serogroups Y of N. meningitidis, wherein said capsular saccharides 
are conjugated to carrier protein (s) and/or are oligosaccharides. Constantino et al teach 
the material obtained (fragment) can be conjugated to a carrier protein and formulated 
as a vaccine (see abstract, claims). Constantino teach MenY 242975 (OAc-) and 
240539 (OAc+) thus O-acetyl positive/negative group Y (see pg. 19 lines 10-15). 
Constantino et al teach a 30kDa cut-off membrane, and 1 kDa or 3kDa cut-off 
membrane indicating a polysaccharide fragment that has a molecular weight less than 
about 150 kDa (see pg. 14 lines 1-10 and pg. 15 b and c), . Constantino et al teach 
carrier proteins that are bacterial toxins or toxoids, such as diphtheria or tetanus toxoids 
(see pg. 4 lines 15-20). Constantino et al teach a vaccine may include an adjuvant to 
enhance effectiveness of the composition which include, aluminum salts (alum), such as 
aluminum hydroxides (see claims 61-63). 
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Thus Constantino teach and a group Y meningococcal polysaccharide fragment 
obtained from and O-acetyl positive group Y meningococcal polysaccharide, wherein 
the group Y meningococcal polysaccharide fragment has a molecular weight less than 
about 150 kDa and has been O-deacetylated by at least 80%, wherein the carrier 
protein is covalently coupled to the group Y meningococcal polysaccharide fragment, is 
completely N-acetylated, wherein the immunogenic conjugate is suitable for use as a 
vaccine against N. meningitidis infection, wherein the group Y meningococcal 
polysaccharide fragment has a molecular weight from about 2.5 kDa to about 100 kDa, 
wherein the group Y meningococcal polysaccharide fragment has a molecular weight 
from about 10 kDa to about 20 kDa. 

As to claims 1 and 16, to the limitation "use as a vaccine against N. meningitidis 
infection", "wherein the vaccine is adapted for administration by injection", said 
recitations are considered an intended use and thus is given no patentable weight on 
the conjugate. Therefore the claims are drawn to a conjugate. 

Constantino is relied upon as set forth supra however, Constantino does not 
teach an immunogenic conjugate, and wherein the group Y meningococcal 
polysaccharide fragments has been O-deacetylated by at least 80%, wherein group Y 
meningococcal polysaccharide fragment is completely N-acetylated. 

Porro et al teach that "Ps structure are conveniently represented by the O-acetyl 
free oxidryl residues" and that "de-O-acetylation can be selectively and quantitatively 
achieved therefore Porro et al anticipate the degree of de-O-acetylation is greater than 
80%, for use as a vaccine against N. meningitidis infection (see [0025] and [0027]). 
Porro et al teach an immunogenic conjugate comprising group Y meningococcal 
polysaccharide covalently coupled to polymeric carrier, including O-deacetylated O- 
acetyl-positive group Y meningococcal polysaccharide or a fragment thereof, wherein 
the degree of de-O-acetylation, characterized in the degree of de-O-acetylation is 100% 
(see abstract, claims, see [0025] and [0027], steps 1-4). Porro et al teach a conjugate 
product comprising a de-O-acetylated meningococcal Y polysaccharide conjugated to a 
carrier protein, wherein the carrier protein is a bacterial toxin or toxoid, wherein the 
bacteria toxin or toxoid is tetanus ([0043]), wherein the modified meningococcal Y 
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polysaccharide is as defined in claim 2. Porro et al teach a vaccine, wherein the 
bacterial toxin or toxoid is tetanus, which comprises an adjuvant, wherein the adjuvant 
is aluminum hydroxide (see [0061]-[0062], which is adapted for administration by 
injection, wherein the conjugated material comprises a polysaccharide as defined in 
claim 2 (see abstract, claims). 

Michon et al teach a polysaccharide-protein conjugate comprising an N- 
propionated polysaccharide (derived from a Meningococcus group selected from the 
group consisting of group Y directly conjugated to a protein such as tetanus toxoid and 
diphtheria toxoid at the B-position of the propionate moiety. Michon et al teach a 
vaccine comprising the conjugate and a method of immunizing a mammal comprising 
administering said vaccine. Michon et al teach a polysaccharide is de-N-acetylated by 
base hydrolysis using e.g. 2N NaOH, and re-N-acylated (see claims, page 6, lines 29- 
33; page 7, line 24 to page 8, line 10), (page 17, line 27; page 19, line 16), (page 8, line 
24 to page 9, line 7). Michon et al teach that a vaccine can comprise an adjuvant such 
as aluminum hydroxide (see page 13. lines 15-18), and is adapted for administration by 
injection (see page 13, and page 25). Michon et al teach a polysaccharide-protein 
conjugate or oligosaccharide-protein conjugate produced by a method comprising : A) 
de-N-acetylating an isolated polysaccharide or oligosaccharide using a de-N-acetylating 
reagent to form a de-N-acetylated polysaccharide or a de-N- acetylated 
oligosaccharide, B) N-acryloylating the de-N-acetylated polysaccharide or the de-N- 
acetylated oligosaccharide with an acryloylating reagent to form an N-propionated 
polysaccharide or an N-propionated oligosaccharide, and C) directly conjugating the N- 
propionated polysaccharide or an N- propionated oligosaccharide to a protein to form 
the polysaccharide-protein conjugate or the oligosaccharide protein conjugate (see 
claim 16). 

It would have been prima facie obvious at the time the invention was made to 
de-O-acetylate a polysaccharide as taught by Porro et al and thus make a 
constructional change in the conjugated polysaccharide to modify the invention with a 
group Y meningococcal polysaccharide conjugated to a carrier protein as taught by 
Constantino because Porro et al teach polyvalent formulations preferably with purified 
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polysaccharide antigens such as group Y meningococcal polysaccharides and 
glycoconjugate vaccines contribute to the immunogenicity of the whole formulation (see 
0064). 

It would have been prima facie obvious at the time the invention was made to 
completely N-acetylate a polysaccharide as taught by Michon et al and thus make a 
constructional change in the conjugated polysaccharide to modify the invention with a 
polysaccharide conjugated to a carrier protein as taught by Constantino because both 
Constantino and Michon et al both teach polysaccharide-protein conjugate or 
oligosaccharide-protein conjugate derived from group Y (see claims). 

Status of the Claims 

4. No claims are allowed. 

Claims 1,4-5, 7-9, 11-16, and 29-30 are rejected. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nina A. Archie whose telephone number is 571-272- 
9938. The examiner can normally be reached on Monday-Friday 8:30-5:00p.m. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner 
supervisor, Robert Mondesi can be reached on 571-272-0956. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Nina Archie 
Examiner 
Art Unit 1645 
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Supervisory Patent Examiner, Art 
Unit 1645 



